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(amended)ij2rproIonged^i^ varnish composition comprising: 



(a) a^pharmaceutically effective* agent: 
(a)va huniectant; 

(c) wat 

(d) less tli^ about 7.5% of the total weight of the composition, of a 
polymeric film-ibmiing agent; 

(e) at least one additKh^al excipient: and 

(f) a solvent system, sailis^solvent system containing at least one volatile 
solvent; 

said film-forming agents being selec ted sds^tg, tg iQrm-a-fihxuupon evaporation of said 



volatile solvent, saijd^film configured to trap wM^r in contact with a nail. 



(amended) The nail varnish of claim 2, wherein said antifungal agent is present in 




in amolmt^less than about 1% of the total weight of the composition. 



6. (amended) The nail v^4;ush of claim 2, wherein said antifungal agent is present in ^* 
an amount of less than about 5^^6s;tf the total weight oltKe non-volatile "components.^ \ - ' 




^amended) The nail varnish of claim 2, wherein said keratolytic agent is present 
n aii^hmount of less than about 1% of the total weight of the composition. 

0. (amended) The nail varnish of claim 2, wherein said keratolytic agent is present 
in an amount of from at^out 0.05% to about 5% of the total weight of the non-volatile 
components. 

^ 

13. (amended) The nail varnish of claim 1 l^^herein said antibacterial agent is 
present in an amount of from about 0.01 "J^o about 1% of the total weight of the 
composition. 




14. (amended) The nail varni^n or-ci^m 11, wherein said antibacterial agent is 
present in an amount of fhzTni about 0.05% to about 5% of the total weight of the 
non-volatile components; 
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1 6. (amended) The nail varnish of claim 1 L wherein s<fid antiviral agent is present in 
an amount of from about 0.08% to about O.S^of^^ total weight of the composition. 

17. (amended) The nail varnish of claim iX^wljjefein said antiviral agent is present in 
an amount of from about 0.8% to aho/x 8% of the total weight of the non-volatile 
components. 



19. (amended) The nail varnish of claim IL wherein said antipsoriatic agent is 
present in an amount of from about 0.02% to ^^^ut 2% of the total weight of the 
composition. 




20. (amended) The nail varnish of ofamrn 1, wherein said antipsoriatic agent is 
present in an amount of from aboi^ 0.1% to about 10% of the total weight of the 
non-volatile components. 

22. (amended) The nail varnish of claim L wherein saifi humectant is present in an 
amount of from about 3% to about 15% of the total w^ght of the composition. 

23. (amended) The nail varnish of claimi 1, wherein said humectant is present in an 
amount of from about 5% to about 35% of /lie total weight of the non-volatile 
components. 

24. (amended) The nail varnish oy claim 1, wherein said water is present in an 
amount of less than about 5% of theVotal weigkfof the composition. 

25. (amended) The nail varnish or claim L wherein said water is present in an 
amount of from about 0.4% to ^out 25% of the total weight of the non-volatile 
components. 

26. (amended) The nail varmsh of claim L wherein said polymeric film-forming 
agent is selected from the gr©up consisting of hydrophobic-polymers. 
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27. (amended) The nail varnish of claim 26, wherein^^aid hydrophobic-polymer is 
selected from the group consisting of hydrophobic/<5ellulose derivatives, hydrophobic 
methacrylic polymers, cellulose acetate phtjij^^e, sl/ellac, derivatives thereof, and 
mixtures thereof. 



28. (amended) The nail varnish of ^aim 27, wherein said hydrophobic cellulose 
derivatives are hydrophobic derival^ 



ives. 



30. (amended) The nail varnish of claim L/<\^herein said polymeric film-forming 
agent is present in an amount of from abo^ 8%ao about 35% of the total v^eight of 
the non-volatile components. 



38. (amended) The nail varnish of claim 36, whei^ein said plasticizer is present in an 
amount of from about 0.1% to about 2% of the/^otal weight of the composition. 

39. (amended) The nail varnish of claim/^6, wtrerein said plasticizer is present in an 
amount of from about 0.5% to aboy/ia% of the total weight of the non-volatile 
components. 



44. (amended) The nail varnish of claim 1 
an amount of from about 60% to about 




n said volatile solvent is present in 
the total weight of the composition. 



^(amended) A prolonged effect therapeutic nail varnish composition comprising: 
an antifungal agent; 

(b) ^^^eratolytic agent; 

(c) a huib^tant; 

(d) water; 

(e) a polymeric film-fbqnmg agent; 

(f) at least one additional exlnpient; and 

(g) a solvent system, said solventN^stem containing at least one volatile 



solvent: 
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C!xr^\ saT^hfi^-forming agents being selected so as to form a film upon evaporation of said 

volatile solv^eot said film configured to trap water in contact with a nail. 




:50. (amended) The nail varnish of claim 47/U4ierein said antifungal agent is present 
in an amount of less than about 1% of tj;re total weight of the composition. 

51. (amended) The nail varnish of claim^7, wherein said antifungal agent is present 
in an amount of less than abo^K 5% of the total weit^ht of the non- volatile 
components. 



54. (amended) The nail varnish of claim 47^v(^erein said keratolytic agent is present 
in an amount of less than about 1% of th'e total weight of the composition. 




(amended) The nail varnish of claim^^ wherein said keratolytic agent is present 
in an amount of from about 0.05% to/dbout 5% of the total weight of the non-volatile 
components. _^ 



58. (amended) The nail varnish of clainy55, wherein said antibacterial agent is 
present in an amount of from about J)'rdi.% to about 1% of the total w^eight of the 
composition. 

59. (amended) The nail varnish of clai)^/o6, wherein said antibacterial agent is 
present in an amount of from about p^5% to about 5% of the total weight of the 
non-volatile components. 



61 . (amended) The nail varnish of clakn^6, wherein said antiviral agent is present in 
an amount of from about 0.08% to/^out 0.8% of the total weight of the composition. 



^ 62. (amended) The nail varnish of/<5laim 56, wherein said antiviral agent is present in 
an amount of from about 0.8^6 to about 8% of the total weight of the non-volatile 
components. 
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64. (amended) The nail varnish of claimx^, wherein said antipsoriatic agent is 
present in an amount of from about ^,0^2% to about 2% of the total weight of the 
composition. 

65. (amended) The nail vagafsh of claim 56, wherein said antipsoriatic agent is 
present in an amount of^om about 0.1% to about 10% of the total weight of the 
non-volatile componej 



67. (amended) The nail varnish of claim 47, wherein^s^ humectant is present in an 
amount of from about 3% to about 15% of the toMl weight of the composition. 

68. (amended) The nail varni^k^f claim 47, wherein said humectant is present in an 
amount of from about 5^ Xo about 35% of the total weight of the non-volatile 
components. 

69. (amended) The nail varnish of claimx47, wherein said water is present in an 
amount of less than about 5% of the U>tal weight of the composition. 




70. (amended) The nail varnish of cj^rim 47, wherein said water is present in an 
amount of from about 0.4% to a^ut 25% of the total weight of the non-volatile 
components. 



71. (amended) The nail varnish of claim 47/wherein said polymeric film-forming 
agent is selected from the group consistina/of hydrophobic polymers. 

72. (amended) The nail varnish of claim 71, wherein said hydrophobic-polymer is 
selected from the group consisting/)f hydrophobic cellulose derivatives, hydrophobic 
methacrylic polymers, cellulose/acetate phthalate, shellac, derivatives thereof, and 
mixtures thereof. 
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75. (amended) The nail varnish of claim 47/^herein said polymeric film-forming 
agent is present in an amount of less^ian about 7.5% of the total weight of the 
composition. 



1^/ 



76. (amended) The nail varnish of/claim 47. wherein said polymeric film-forming 
agent is present in an amount o^rom about 8% to about 35% of the total weight of 
the non-volatile components^ 



84. (amended) The nail varnish of claim 82fv/herein said plasticizer is present in an 
amount of from about 0.1% to about2% of the total weight of the composition. 



85. (amended) The nail varnish of chthri 82, wherein said plasticizer is present in an 
amount of from about 0.5% to^dtout 10% of the total weight of the non-volatile 
components. 



90. (amended) The nail varnish of claim 47^xWierein said volatile solvent is present 
in an amount of from about 60% to abouOO% of the total weight of the composition. 



(amended) A method of preparing a prolonged effect therapeutic varnish or spray 
M miT^tion for treating the nail and surrounding tissues, comprising the steps of: 

(a|\ preparing a solution, said solution containing at least one volatile 
solvent; 

(b) adding \vater to the solution prepared in (a); 

(c) dissolving pharmaceutically effective agents, and excipients in the 
. solution prep^^^ in (b): 

^(d) ' adding the humectant to the solution piepared in (c) when the 
formulation ingredient^re completely dissolved; and 
(e) dissolving the polymeric fihp forming agents in the solution prepared in 
(d); 

said film-forming agents being selected so as t^Sform a film upon evaporation of said 
volatile solvent, said film configured to trap wateKin contact with the nail and the 



